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Period for Reply 

A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) OR THIRTY (30) DAYS, 
WHICHEVER IS LONGER. FROM THE MAILING DATE OF THIS COMMUNICATION. 

• Extensions of time may be available under the provisions of 37 CFR 1.136(a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 

- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C, § 1 33). 
Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustment. See 37 CFR 1.704(b). 

Status 

1 )S Responsive to communication(s) filed on 19 October 2006 . 
2a)n This action is FINAL. 2b)S This action is non-final. 

3) n Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 1 1 , 453 O.G. 213. 

Disposition of Clainns 

4) K1 Claim(s) 1-10.13-21 and 24-28 is/are pending in the application. 

4a) Of the above claim(s) is/are withdrawn from consideration. 

5) n Claim(s) is/are allowed. 

6) IE1 Claim(s) 1-10,13-21 and 24-28 is/are rejected. 
?)□ Claim(s) is/are objected to. 

8) n Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

9) n The specification is objected to by the Examiner. 

10)n The drawing(s) filed on is/are: a)^ accepted or b)n objected to by the Examiner. 

Applicant may not request that any objection to the drawjng(s) be held in abeyance. See 37 CFR 1.85(a). 

Replacement drawing sheet(s) including the correction is required if the drawing{s) is objected to. See 37 CFR 1.121(d). 
1 1 )□ The oath or declaration is objected to by the Examiner. Note the attached Office Action or form PTO-152. 

Priority under 35 U.S.C. § 119 

12)n Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 1 19(a)-(d) or (f). 
a)n All b)n Some * c)\J None of: 

1 .□ Certified copies of the priority documents have been received. 

2.n Certified copies of the priority documents have been received in Application No. . 



3.n Copies of the certified copies of the priority documents have been received in this National Stage 
application from the International Bureau (PCT Rule 17.2(a)). 
* See the attached detailed Office action for a list of the certified copies not received. 
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Art Unit: 3763 

DETAILED ACTION 

Claim Rejections - 35 USC § 112 

1 . The following is a quotation of the first paragraph of 35 U.S.C. 1 1 2: 

The specification shall contain a written description of the invention, and of the manner and process of making 
and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the art to which it 
pertains, or with which it is most nearly connected, to make and use the same and shall set forth the best mode 
contemplated by the inventor of carrying out his invention. 

2. Claims 1, and 14 are rejected under 35 U.S.C. 1 12, first paragraph, as failing to comply 
with the written description requirement. The claim(s) contains subject matter, which was not 
described in the specification in such a way as to reasonably convey to one skilled in the relevant 
art that the inventor(s), at the time the application was filed, had possession of the claimed 
invention. In claims 1 and 14, the range that is being claimed "less than 0.4 to about .01 units" 
doesn't meet the description requirement because the phrase "about .01 units" fails to set the 
lower limit within the specific teachings from the specification. The range could be less than .01 
units, which is not expressly, implicitly or inherently disclosed in the specification. See MPEP 
section 2163 (While there is no in haec verba requirement, newly added claim limitations must 
be supported in the specification through express, implicit, or inherent disclosure.) 

Claim Rejections '35 USC §103 

3. The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 

obviousness rejections set forth in this Office action: . 

(a) A patent may not be obtained though the invention is not identically disclosed or 
described as set forth in section 102 of this title, if the differences between the subject 
matter sought to be patented and the prior art are Such that the subject matter as a whole 
would have been obvious at the time the invention was made to a person having ordinary 
skill in the art to which said subject matter pertains. Patentability shall not be negatived 
by the manner in which the invention was made. 
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4. Claims 1-7, 9, 10, 13-18, 20, 21, and 24 are under 35 U.S.C. 103(a) as being unpatentable 
over by Trese et al. (Ophthalmology, Volume 105, Issue 9, 1 September 1998, pages 1617- 
1620). 

Trese et al. discloses the delivery of autologous human plasmin into a vitreous body of an 
eye and then incubating the eye. Trese et al. discloses using 0.4 lU, but fails to disclose a size of 
dose smaller then 0.4 lU. 

AT the time of the invention it would have been obvious for one of ordinary skill in the 
art to modify the teachings of Trese et al. because it is well known in the medical field art to vary 
the does size that will be injected into a patient, since medication usually depends on the size of 
the patient as well as the area in which the injection will occur. This concept is well known in 
the research art and can be seen in the previous cited prior art (Entire reference). There is also a 
lack of criticality in the range claimed; therefore it would only take routine skill in the art to 
modify the dose of a medication through routine experimentation. 

5. Claims 8, 19, 25-28 are rejected under 35 U.S.C. 103(a) as being unpatentable over Trese 
et al. (Ophthalmology, Volume 105, Issue 9, 1 September 1998, pages 1617-1620) as applied to 
the claims above, and further in view of Trese et al. (American Academy of Ophthalmology, 
ISSN 1607-1610). 

Trese et al. (Ophthalmology) discloses the claimed invention but fails to specifically 
point out the use of a plasmin inhibitor and the actual size of the needle being used to remove the 
liquefaction that occurred in the eye. 

Trese et al. (American Academy of Ophthalmology) discloses the use of a plasmin for the 
liquefaction of the eye as well as the use of small gauge needles for sucking the material out of 
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the eye (page 1610 2"^ Column, 1^^ paragraph) and the use of a plasmin inhibitor to reduce to the 
activity of the plasmin that was injection into the eye (surgical techniques). 

At the time of the invention it would have been obvious for one of ordinary skill in the art 
to combine the teachings of Trese et al. with Trese et al. because Trese et al. (American) 
provides further explanation as to why those steps are necessary. Trese et al. (American) also 
discloses the level of skill in the medical art since it is well known in the art to perform these 
steps. Trese et al. (America) provides motivation to use a small gauge so that there will be a 
smaller hole in the eye from the needle, and the plasmin inhibitor was used to control the amount 
of time and effectiveness of plasmin. 

Response to Arguments 

6. Applicant's arguments filed on 5/25/06 have been fiiUy considered but they are not 
persuasive. 

7. The examiner is basing the rejections that it would have been obvious to change the size 
and concentration of the plasmin that would be injected in an eye due to the lack of criticality of 
the specific range being claimed. According to MPEP section 2144.05 "Generally, differences in 
concentration or temperature will not support tlie patentability of subject matter encompassed by 
the prior art unless there is evidence indicating such concentration or temperature is critical." 
Since no such evidence has been submitted the examiner maintains his rejections. 

8. The examiner logic of vary the concentration and size of a dose is due to the fact of 
routine experimentation that occurs when conducting research and treating a patient. This is well 
known in the medical art and references can be supplied if needed. There are several references 
of record that disclose varying the concentration to find an optimal range of effectiveness. 
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9. The applicant draws the attention of page 5, line 5 in the specification for critical of the 
0.4 lU for the invention, but the examiner doesn't find this paragraph to be sufficient because the 
paragraph teaches varying the dose from subject to subject and that "in a pediatric patient where 
the volume of the eye is significantly smaller, a dose of 0.4 units may result in facilitating 
posterior vitreous detachment." There is no support that this dose is critical for treatment or is 
the optimal dose. 

10. With regards to the references teaching away from the claimed invention, the examiner 
disagrees with the interpretation of the prior art. Both references teach liquefaction of the eye (at 
least to a certain degree) at an adjacent range to the claimed range. So it would be convincible to 
perform routine experimentation with the prior art depending on the size of the eye in which the 
plasmin is going to be delivered. Since the prior art showed some success at 0.4 units and thus 
wouldn't discourage one of ordinary skill in the art to perform routine experimentation of the 
prior art. 

Conclusion 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Matthew F. DeSanto whose telephone number is 571-272-4957. 
The examiner can normally be reached on Monday-Friday 9:30-6:00. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Nick LUCCHESI can be reached on (571) 272-4977. The fax phone number for the 
organization where this application or proceeding is assigned is 703-872-9306. 
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Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). 

Matthew^ DeSanto 
Art Unit 3763 
January 7, 2007 



